
. .  

DEPARTMENT OF HEALTH &HUMAN SERVICES Public Health Service 

Food and Drug Adminjstration 
9200 Corporato Boulevard 
Rockville MD 20850 DEC 1 1  2002 

Dr. Martin E. Wendelken 
Hudson Diagnostic Imaging, LLC 
6 10 Boulevard . 
ELMWOOD PARK NJ 

Re: KO22928 
Trade Name: Hudson 2020/2040/2060 Ultrasound Scanners 
Regulation Number: 2 1 CFR 892.1560 
Regulation Name: liltrasonic piilsed echo imaging system 
Regulation Number: 2 1 CFR 892.1570 
Regulation Name: Diagnostic ultrasonic transducer 
Regulatory Class: TI 
I>roduct Code. 90 IYO and I’IX 
Dated: November 6. 2002 
Receiired: Novcniber 12. 3002 

Dear Dr. Wendell<en: 

We have reviewed your Section 5 1 O(k) preinarket notification of intent to market the device 
referenced above and we have determined the device is substantially equivalent (for the 
indications for use stated in tlie enclosure) to legally marketed predicate devices marketed in 
interstate coininerce prior to May 28, 1976, the enactment date of the Medical Device 
Amendments, or to devices that have been reclassified in accordance with the provisions of tlie 
1-ederal Food. Drug. and Cosmetic Act (Act). You niay, therefore, market tlie device, subject to 
tlie general controls provisions of the Act. The general controls provisions of tlie Act include 
requirements for annual registration, listing of devices, good manufacturing practice, labe ling, 
and prohibitions against misbranding and adulteration. 

This deterinination of substantial equivalence applies to tlie following transducers intended for 
use with tlie Hudson 2020/2040/2060 Ultrasound Scanners, as described in your preinarket 
notification: 

Transducer Model Number 

402108 ( I  ludson 2020/2040 Scanners) 
4 10054 (1 Iudson 2020/2040 Scanners) 

4 1 0503 (Hudson 2060 Scanncrs) 

If your device is classified (see above) into either class 11 (Special Controls) or class I11 (I’MA), 
i t  niay be sub-ject to such additional controls. Existing major regulations affecting your di=vice 
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If your.device is classified (see above) into either class I1 (Special Controls) or class 111 (PMA), , 

can be found in the Code of Federal . .  Regulations, Title 21, Parts 800 to 8981 In addition, FDA 
may. publish further announcements concerning your device in the Federal Register. 
Please be advised that FDA’s issuance of a substantial equivalence determination does not.mean 
that’ FDA has made a determination that your device coniplies with other requirements of the Act 
or any Federal statutesand regulatioiis administered by other Federal agencies. You must 
comply with all the Act’s.requirements, including, but not limited to: registration and listing (2 1 
CqR Part 807); labeling (2 1 CFR Part 80 13; good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 53 1-542 ofthe Act); 21 CFR 1000-1050. ’ . 

This determination of substantial equivalence is granted on the condition that prior to shipping 
t1i.e first device, you submit a postclearaiice special report. This report should contain cornplete 
information, including acoustic output iiieasureiiients based on production line devices, requested 
in Appendix ‘G, (enclosed) of the Center’s September 30, 199.7 “Information for Manufacturers 
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers.” If the special 
report is incomplete or contains unacceptable values (e.g.. acoustic output greater than approved 
Icvcls), then the 5 1 O ( k )  clearance may not apply to the pi-oduction units which as a rcsult may he 
considered adulterated or misbranded. 
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it may besubj,ect to such additional controls. Existing mqor. regulations affecting your device ’: . .  

, 

The special report should reference the manufacturer’s 5 1 O(k) number. It should be clearly and 
prominently marked “ADD-TO-FILE” aiid should be submitted in duplicate to: 

Food aiid Drug Administration 
Center for Devices aiid Radiological Health 
Document Mail Center (HFZ-40 1) 
9200 Corporate Boulevard 
Roc I< v i 1 1 e, Mary I and 2 0 8 5 0 

This letter will allow you to begin marketing your device as described in your premarket 
notification. ‘The FDA finding of substantial equivalence of your device to a legally marketed 
predicate device results in a classification for your device and thus permits your device to 
proceed to market. 

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 80 1 ,  please 
contact the Office of Compliance at (301) 594-4591. Additionally, for questions on the 
promotion and advertising of your device, please contact the Office of Compliance at (30 1 ) 594- 
4639. Also, please note the regulation entitled, “Misbranding by reference to premarket 
notification” (2 1 CFR Part 807.97). Other general information on your responsibilities under the 
Act may be obtained from the Division of Small Manufacturers. International and Consutner 
Assistancc at its toll-free number (800) 638-204 1 or at (30 I )  443-6597 or at its Internet address 
“11 t tp  ://ut ww . fci a. gov/cdrh/d siiiaiii ai 11. lit m 1”. 
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If you have any questions regarding the content of this letter, please contact Rodrigo C. Perez at 
(301) 594-1212. 

Sincerely yours, 
/ 

/k Nancy C. Brogdon 
Director, Division of Reproductive, 

Office of Device Evaluation 
Center for Devices and Radiological Health 

Abdominal and Radiological Devices 

Enc 1 os u re ( s ) 



510(k) Number (if known): , & & ~ ~ ~ ~ ~  
Device Name: Hudson 2020 Ultrasound Scanner 

Indications For Use: 

High resolution ultrasound imaging of wounds such as: 

Page 1 o f J  

Clean, closed surgcal incisions 
Skin graf't donor sites 

Ulcers-cavernous and non-cavernous 

Superficial wounds such as abrasion, skin tears, and blisters 
Chafed skin or irritated skin 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE 
IF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

OR $1 Prescription Use 
(Per 21 CFR 801.109) 

(Optional Format 1-2-96) 
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5 1 O(k) Number (if known): &M?M 
~ Device Name: Hudson 2040 Ultrasound Scanner 

Indications For Use: 

High resolution ultrasound imaging of wounds such as: 

Clean, closed surgical incisions 
0 Skin graft donor sites 

0 

Ulce r s~ave rnous  and non-cavernous 

Superficial wounds such as abrasion, skin tears, and blisters 
Chafed skin or irritated skin 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE 
IF NEEDED) 

Concurrence of CDRH, Offce of Device Evaluation (ODE) 

/ Prescription Use 
(Per 21 CFR 801 309) 

(Optional Format 1-2-96) 
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Device Namei Hudson 2060 Ultrasound Scanner 

Indications For Use: 

High resolution ultrasound imaging of wounds such as: 

Clean, closed surgical incisions 
Skin graft donor sites 

Ulcers--cavernous and non-cavernous 

Superficial wounds such as abrasion, skin tears, and blisters 
Chafed skin or irritated skin 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE 
IF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

J 
Prescription Use OR Over-The-Counter Use 
(Per 2 1 CFR 80 1.109) 

(Optional Format 1-2-96) 

45 



Hudson 2020 Ultrasound System 

Diagndc UItraMund lndicationr for Use Fom 

Fill OUt O M  f o m \ k r m  UhSOUnd S- and each*-- 

Intended Use: olagnostic utdtrasound imagihg or fluid flow analysis af the human body as follows: 

N= new indication; P= pceviously deared by FDA; E= added under Appendix E 

Additional (hnrnmts. - 
- In conjunchon with Wendelken / Pope s c a m g  method and contact media 

Prescription Use (Per21 CFR 801.109) 



Hudson 2040 Ultrasound System 

Diagnostic Ultrasound Indications for Use Form 

Fill out one form for each uJtra#saund sydem and each transducer. 

Intended Use: otagnostic ultrasound imaging or Ruid flow analysis of the human body as follows: 

N= new indication; P= pFeviously dead by FDA; E= added under Appendix E 

Additional comments: - 
- In conjunchon wtli Wendelken / Pope scaruung metliod and contact media 

. .  

(Division Sign-off) ' - 

Prescription Use (Per 21 CFR 801.109) 
Division of Reproductive, Abdomid, ' 

and Radiological 
51qk) Number 

47 



Hudson 2060 Ultrasound System 

Diagnostic Ultra- Indications for Use Form 

Fill out one form fore& u- system and esch transducer. 

Intended Use: Oiagmshc uhsound imaging or fluid flow analysis of the human body as follows: 

I- 
Additional Comments: - 

- In conjunction with Wendelken I Pope scanning method and contact media. 

Prescription Use (Per 21 801.109) 
(Divishsign-ofq f 
Division of Reproductive, Abdominal, 
and Radiological Devices 
51Qk) Number y 



Hudson 2020 -# 402198 Transducer 
8.0 Mhz Linear Array 40 mm 

Diagnostic Ultrasound Indications for Use Form . 

. 

Fill out one fonn for ea& uJtr;warnd system and e8ch tmmducer. 
Idended use: Diagnostic dtrasound imaging or fkdd flow analysis of the human body as foilaw~: 

N= new indication; P= pteviously dead  by FDA; E= added underAp(wndix E 

Additional comments: 

- In conjunction with Wendelken / Pope scanrung method and contact media 

Prescription Use (Per21 CFR 801.109) 

r8 

NzzrLL- 
(Division Sign-Off) 
Division of Reproducthre. Abdominal, 
and Radiological Devices 
5'1 CVk) Number 
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Hudson 2040 -## 402198 Transducer 
8.0 Mhz Linear Array 40 mm 

Diagnostic Ultrasound Indications for Use Form 

fill out one form for ea& ultrasound system and each tmmducw. 

intended Use: Dkgnoshc dtraswnd imaging or fluid flow a-is of the human body as fdlows: 

+ 

- r t . h a b & u S u p e m d a l  

N= new indication; P= previouSly deared by FDA; E= added under Appendix E 
 her (specify) Wounds N 

- Additional Comments: 

In conjunction with Wendelken / Pope scanning method and contact media. - 

(Division Sign-Off) 
Division of Reproductive, Abdominal. 
and Radiological Devices 2 f 3  p 
51 qk) Number 

prescription Use (Per 21 CFR 801.109) 

!3 



Hudson 2020 -##410054 Transducer 
6.0-8.0 Mhz Linear Array 60 mm 

Diagnostic Uhsound Indications for Use Form 

Fill out one form for each ultrasound system and each transducclr. 

Intended Use Diagnostrc dtraswnd imaging or fluid flow analysis of the human body as follows: 

clinicacApplicabon 

N= new indication; P= previously deared by FDA; E= added under Appendix E 

Additional Comments: - 
- In conjunction with Wendelken / Pope scanning method and contact media. 

( D t vi s I o n S I g n -Off } 
Division of Reproductive, Abdominal, 
and Radiologrcal Devices 
51qk) Number 

prescription Use (Per 21 CFR 801.109) 

I 



Hudson 2040 -## 410054 Transducer 
6.0- 8.0 Mhz Linear Array 60 mm 

Diagndc Uftrasound Indications f W U w  Form 

Fill out one form for each u#rasound sydem and each tnnsducer. 

Intended Use: oiagnostrc ut- imaging or W flow analysis of the human body as fdlows: 

UnicdAppbtKm 

N= new indication; P= previously deared by FDA; E= added under Appendix E 

Additional Comments: - 
- In conjunction with Wendelken / Pope scanning method and contact media. 

- 
(Division Sign-off) 
Division of Reproductive, &domid, 
and Radiological Devices 

Prescription use (Per21 CFR 801.109) 

51 O(k) Number &&y4at 
v 



Hudson 2060 4 410503 Transducer 
5.0-10.0 Mhz Linear Array 40 mm 

Diagnostic Ultrasound Indications for U s e  Form 

Fill out one form for each ultrasound system and each transducer. 

Irdended Use: Di-c uttrasound imaging or fbid t\ow anatysis of the human body as fdlaws: 

N= new indication; P= previously deared by FDA; E= added under Agpenduc E 

Additional Comments: - 
In conjunmon with Wendelken / Pope scanrung method and contact media - 

Prescription Use (Per 21 CFR 801 -109) 

.c 3 

- 
(D~VWOR Sign-off) 
Division of Reproductive, Abdominal, 
ana Radiological Devices 
5 1 O(k) Number 


